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DETAILED ACTION 

The response filed December 3, 2007 have been received and entered into the 
application. 

Action Summary 

The rejection of claims 1-14 under 35 U.S.C. 103(a) as being unpatentable over 
Connor (U.S.Patent No. 6,686,337 B2) and Cincotta et al. (U.S.Patent No. 5,741,503) is 
being maintained for the reasons stated in the previous Office Action. 

Response to Arguments 

Applicant's arguments filed December 3, 2007 have been fully considered but 
they are not persuasive. Applicant argues that the new and novel point of the invention 
is the discovery that patients suffering from metabolic syndrome or Type 2 diabetes may 
be treated by increasing the central dopaminergic neuronal activity novel while 
simultaneously decreasing the central noradrenergic neuronal activity level as disclosed 
and particularly claimed in the claim 2. Moreover, this simultaneous treatment results in 
an increase in the ratio of dopaminergic neuronal to noradrenergic neuronal activity 
within the hypothalamus of the central nervous system of the patient as disclosed and 
particulary claimed in claim 1 . This is not found persuasive because each of the 
claimed mechanism set forth in claims are well known individually as useful 
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mechanisms in the treatment of metabolic syndrome such as obesity. It is noted that 
Connor teaches that apomorphine is an appetite-suppressant agent acting through 
dopamine mechanism while fusaric acid is useful for treating obesity. Therefore, 
Applicant's claimed mechanisms in a combination is individually achieved by the 
employment of the each of the agents taught by the prior art. 

As stated in In re Kerkhoven, 626 F.2d 846, 205 USPQ 1069, at page 1072 
(CCPA 1980): 

It is prima facie obvious to combine two compositions each of which is taught by the 
prior art to be useful for the same purpose, in order to form a third composition which 
is to be used for the very same purpose. In re Susi, 58 CCPA 1074, 1079-80, 440 
F.2d 442, 445, 169 USPQ 423, 426 (1971); In re Crockett, 47 CCPA 1018, 1020-21, 
279 F.2d 274, 276-77, 126 USPQ 186, 188 (CCPA 1960). As this court explained in 
Crockett, the idea of combining them flows logically from their having been 
individually taught in the prior art. 

Therefore, it would have been prima facie obvious to combine apomorphine and 
fusaric acid composition conjointly in a formulation to treat obesity. That applicant may 
have determined a mechanism by which the active ingredient gives the pharmacological 
effect does not alter the fact that the compound has been previously used to obtain the 
same pharmacological affects which would result from the claimed method. The 
patient, condition to be treated and the effect are the same. An explanation of why that 
effect occurs does not make novel or even unobvious the treatment of the conditions 
encompassed by the claims. 
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Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Connor (U.S. Patent No. 6,686,337 B2) of record and Cincotta et al. (U.S. Patent No. 
5,741,503) of record. 

Connor teaches that apomorphine is an appetite-suppressant agent acting 
through dopamine mechanisms, (column 3, lines 15-18, column 6, lines 53-60). 

Cincotta et al. teaches that fusaric acid is useful for treating metabolism disorder 
such as obesity. Cincotta et al. teaches the effective amounts of fusaric acid for the 
treatment is from about 1 to about 150 mg/kg of body weight per day. (column 1 lines 
10-24, column 5, lines 25-32, column 7, lines 10-27). 

The claims differ from the cited references in claiming combination of 
apomorphine and fusaric acid, to treat metabolic disorder such as obesity and the 
mechanism of action of increasing the ratio of dopaminergic neuronal to noradrenergic 
neuronal activity within the hypothalamus of the central nervous system and the amount 
ratio. 

To employ combinations of apomorphine and fusaric acid to treat metabolic 
disorders such as obesity would have been obvious because all the components are 
well known individually for treating obesity. It would be expected that the combination 
of components would treat obese conditions as well. The motivation for combining the 
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components flows from their individually known common utility (see In re Kerkhoven, 
205 USPQ 1 069(CCPPA 1 980)). The mechanism of action by which the active 
ingredient gives the pharmacological effect does not alter the fact that the compound 
has been previously used to obtain the same pharmacological effects individually which 
would result from the claimed obvious method, because the compound and its property 
is inseparable. Further, the amount ratio of active agents to be used in the known 
therapy is well within one of ordinary skill in the art because the amount ratio of active 
agent can vary depend on the orders of magnitude; for instance, an extremely heavy 
patient or one having an unusually severe case of a disorder would require a 
correspondingly higher dosage. Furthermore, it is routine during animal and clinical 
studies to dramatically vary dosage to obtain data on parameters such as toxicity. 

For these reasons the claimed subject matter is deemed to fail to patentably 
distinguish over the state of the art as represented by the cited references. The claims 
are therefore properly rejected under 35 U.S.C. 103. 

None of the claims are allowed. 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jennifer Kim whose telephone number is 571-272-0628. 
The examiner can normally be reached on Monday through Friday 6:30 am to 3 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreenivasan Padmanabhan can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Jmk 

February 21, 2008 



/Jennifer Kim/ 

Primary Examiner, Art Unit 1617 



